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Good morning.

| am delighted to have this opportunity to meet with and hear from you. | would like to spend
severd minutes describing current, high vighility issuesthat affect dl of usin the menta hedth fied, and
then dlow time for usto interact.

Although the past few years have been incredibly exciting and promising for the Nationa
Ingtitute of Mental Hedlth (NIMH) and the menta hedlth fidld, it dso has been a periloustime insofar as
the more vishle we arein the public eye, the more vulnerable we are to being buffeted by politica
forces. We ded frequently with headline-making and potentidly highly politicized issues ranging from
insurance parity to drug treatments for childhood menta disorders to the relationship between menta
disorders and violence. It isvery important that we act and move forward on afoundation of solid data
that will ensure that we are on the right course for designing, recommending, and implementing policies
that will make a difference for people with menta disorders; in the absence of data, we risk dlowing
prejudiced and igmatizing views to hold sway.

| want to comment on severd hot issues and then consider how a partnership between those of
usa NIMH and our different advocacy groups and advisory groups can enhance the qudity of our
information base and hdp us dl stay on the right track.

Let me begin by reviewing an experience | had last Thursday, when | had the opportunity to
testify before a Senate committee that was considering the reauthorization of the Parity Act, often cdled
the Domenici-Wellstone Bill. Thishill, as you know, mandated that employee insurance programs thet
cover 50 or more employees and that offer mental health benefits could not set different yearly or
lifetime caps for menta health benefits as opposed to generd medica benefits.

Our national experience over the past couple of years has made it clear that the vast mgority of

companiesthat fal under the provisons of the Domenici-Wellstone bill are, at best, following the letter



of law but not the spirit. In fact, this parity law has been, to a great extent, defeated in that yearly and
lifetime dollar caps have been replaced by limits on hospital days and outpatient vists and changesin
co-payments. The end result isthat we do not yet have true parity at the nationa level.

At present, some 30 States have enacted parity legidation. The laws are extremdy varigble
from State to State. Some States have succeeded in achieving the god's of improved access and true
parity; in other ingtances, State laws fall short of the federd standards. And, of course, 20 dates il
have nothing other than the federd law.

My invitation to testify presented an opportunity to describe severd challenges that the question
of parity poses to the menta hedlth field and to call attention to our progress in responding to these
chdlenges. A firg isto establish that menta disorders are in dl ways equivaent to and as worthy of
treatment as any other illness. | believe that one of the advantages of a strong NIMH is that the
research we support and conduct ultimately is amed toward trestment and, hopefully, toward cures and
prevention; as we work toward those ultimate goal's, ongoing research provides data for policy makers
who are grappling with immediate public policy questions. Thus, the firgt point | made in my testimony
isthat dl available evidence from biomedica and behaviord research points to the futility of attempting
to draw aline between “mentd disorders’ and any other illness that affects humanity.

Indeed, | wish that we had aterm other than “menta” disorders because that term, given its
long higtory of misuse and misunderstanding, suggests that the processes of illness are going on
somewhere other than in an organ of our body, the brain. We need to keep making the point that
menta disorders are disorders of an organ, the brain. We are continuing to hammer this point home
and, with research data, we are making considerable progress.

Even after we make the point that these are real, medica disorders, the next issue that
frequently comes to the fore is " Can we make accurate, meaningful diagnoses?” Then come questions
that one rarely hearsin the context of cancer or heart disease: “Are our treatments effective and cost
effective?’ | would never want to pit disease againgt disease, but it is interesting that the menta hedlth
field gets undue skepticism about the effectiveness of treatments. How do we respond?

Consider the question about making diagnoses. Thetruth is, the tools we have for diagnosing
disorders and diagnostic categories themsealves are far from perfect. Lacking reliable biologica
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markers, we il rely on entirely on behaviord criteria— but, in this, we are not unique. There are many

other areas of medicine, which are fully covered under hedlth insurance, where diagnoses are far from

certain. Just today, for example, the New York Times Science of the Times section ran an aticle

recounting the incredible debate going on over what are the boundaries of Lyme disease.

| unfortunately have persond experience with questions about when diagnosis truly defines
illness and whether effective treatments are available. | have abad back. Apart from pointing to a
design flaw in humans, back problems underscore, in ageneral medica context, questions about the
boundaries of musculoskdetd pains and distress that are worthy of medicd intervention. | have learned
that the best treetment for spind disc diseaseisto tough it out. That doesn't sound like aredly modern,
cog effective trestment — and is far more primitive than treatments for menta illness— but how often
does one hear the diagnosis of backache or atreatment challenged? The truth is that, in most cases, an
MRI scan of disk disease provides no information relevant to trestment; abnormalities very often have
little corrdation with clinicd symptoms. This brief example accentuates how the mental hedth fidd is
held to a different standard.

At the Senate parity hearing, another facet to the diagnosis issue was seen in the written
gtatement of the insurance industry, which cited diagnosis of attention deficit hyperactivity disorder asan
example of adiagnossthat is a catastrophe. When we hear such an assertion, we ought to be very
clear that thereislittle problem for a professiond with gppropriate expertise and time to make a clinica
diagnogs. Rather, the problem isin the application of diagnogtic criteria, by the diverse medicd and
hedlth care personnel who are seeing our children. That is, many family doctors who are making these
diagnoses don't have the training or the time to do a proper workup, make a correct diagnoss,
implement a treatment plan, and monitor the course of treatment.

The problems we see in doctors failing to apply and adhere to diagnostic and practice guidelines
are, once again, not unique to menta hedlth. In terms of treatment, my favorite example is the decade-
old recognition that peptic ulcer diseaseis caused by a bacterid infection, an organism caled
helicobacter pylori. It hastaken more than ten years to get the mgority of primary care physiciansto
prescribe antibiotics for peptic ulcer disease. And despite enormous attempts to get these kinds of

guiddinesfully adopted by the medical trestment community, it is ill not fully accomplished. Again, we
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are not unique, but we, again, are often held to unique standards because of the stigmatizing history from

which we are emerging.

What kinds of data do we need to respond to these various chalenges? One useful and
powerful data set isfound in the Globa Burden of Disease study, alandmark research project
conducted for the World Bank and the World Hedlth Organization with Harvard University
investigators. The study showed that mgjor depression is the leading cause of disability in developed
countries such as the United States. Also among the top ten causes of disability are schizophrenia,
manic depressveillness, and obsessve compulsive disorder.

From other credible research sources, we aso have reliable data that people with untreated or
inappropriately treated major depression experience between 1-1/2 to 3 times more disability days—
that is, absences from work -- than people who don't have thisillness. Research aso has shown that
appropriate trestment of maor depression permits the magjority of people with the illness to return to
work and to function fully in dl domains of ther lives. Data regarding ability to return to work and
function illustrate an “indirect cost offset” for treating depression. There aso are direct cost offsets.
Research has shown that the use of genera medica services by people with mgor depression is some
50 percent higher than use by people in the population at large who do not have thisillness. This
excessve and expensive use of generd medical services fals to the population average when we
recognize and treat depression effectively.

Although | am pleased that we increasingly have the research capacity and the data to respond
to the questions— Are menta disordersred? Can they be diagnosed? Do effective trestments exist? —
| want to emphasize that smilar questions are not asked of other diseases as a prerequisite to getting
equitable coverage.

Whileit isimportant for NIMH to obtain thiskind of dataand present it to policy makers, it dso
is criticaly important for advocacy groups to be conversant with the same data. By being educated, by
having data at your fingertips, you are in a much better postion to argue at the loca, Sate, and nationa
level about issues such as equity in reimbursemen.

Asimportant asit isfor NIMH to give you the research evidence that we obtain, it is equaly
important that we hear from you. If we don't have an effective discourse with our advocates, we may



aso not understand what is needed, for example, to convince policy makers at the sate leve of the
fundamenta equality of mental disorders with other disorders and the fact that it makes no sense a dl
not to cover treatment for these disorders. We cannot have hedlthy children able to learn in school, we
cannot have a hedlthy work force unless we have appropriate interventions with access for the widest
possible number of Americans.

A second example of where we have been very much in the news yet again has to do with the
use of psychotropic medications by children. Here too, we have seen avery polarized debate. The
most recent episode was initiated by a paper published in JAMA, the Journd of the American Medicdl
Association, which showed sharply increased rates of use, by pre-school children, of several prescribed
medications. methylphenidate or Ritdin; tricyclic antidepressants, and clonidine. The JAMA paper told
us nothing about the diagnoses these children had or about follow-up; rather, it just focused on
prescription rates. Despite the fact thet it shed little light on what was actudly going on in the clinic,
some people immediately took umbrage and, basicdly, we were |eft again in a Stuation where much of
the media wanted to have a referendum on the headlines. Are medications good or bad for children?

| think al of you redlize that discusson, not to mention public policy, needs to be based on data
and not upon philosophically based fedlings as to whether amedicine or abehaviord intervention is
“good” or “bad.” Some medicines are good for some people some of thetime. And al interventions
have cogts and side effects. The red question is how they are used. Who is seeing our children, who is
making diagnoses, what isther training? Will a child be seen by someone who is congrained to a 7-
minute visit or does the hedlth care provider have the time to do a proper history, get the whole story?
That entalls, at the very least, finding out how achild is doing in multiple settings— at school, & home,
with playmates. What is the procedure for following and monitoring an individua child through a course
of trestment? What specific Sde effectsis achild experiencing if he or sheis recelving medication? Are
doses being optimized? If achild's treetment plan also cals for psychotherapy, it isimportant to know
that they and the family are actudly participating. Too often, a doctor will make areferra, but no one
shows up.

These are the criticd issues and we collectively —that is, NIMH and al the groups with whom
we work — need to refocus the debate and move it from abstract, sometimes amost gpocayptically



6
worded questions— Are our children being overmedicated? Are we gpplying pharmacologic shackles

on exuberant boyhood? — to a focus on the underlying issues. How are our children being diagnosed?
How are our children being treated? How are they being followed? What are their outcomes?

Much of the information that will do us the grestest service, will be obtained through a didogue
with the parents who live with these issues every day. The parents of kidswho are redly severdly ill,
disabled, perhaps behaviorally uncontrollable, and who are appropriately trested with medication, even
very ealy in life, often may be made to fed asif there is something wrong with them; that is, they are
meade to fed guilty by ingppropriate, sensationdistic headline writing.

| don't have dl of the answers as to how we would engage parents in the needed dialogue, but |
want to describe some of the seps we are taking in our research thet | believe afford dl members of the
public various opportunities to communicate with and advise NIMH and the scientific community. In
the next segment of this meeting you are going to hear about clinica trias so let me describe anew
NIMH initiative that | believe will enhance communication among patients, front-line dinicians, and
researchers.

Over thelast severd decades, the manner in which we generated data, for example, for
trestment interventions for depression or childhood disorder went something like this. We would decide
to study aform of psychotherapy or amedication or a combination of the two. We then would identify
and recruit astudy population a one of our outstanding academic research ingtitutions. In order to
make sure that there were not an unmanageable number of confounding variables, we would study a
very pure population; that is, for depression it might be people between the ages of 20 and 60, and to
make sure that there was not alot of noise in the system, we would set other exclusion criteria focused
on other co-existing medical conditions, perhaps gender, and other factors. For example, depression
study participants could not have an anxiety disorder, which in redity is avery common felow traveler
with depression. They couldn't have heart disease, or drink excessively, and pretty soon the
investigators would have awonderful study population that looked nothing like the red world. 1n short,
you had people who looked like they spent alot of time at night studying the DSM-IV and modeling
themsdves after the descriptions, but they looked nothing like our family members or the people we see

in primary care seitings or specidty settings.



Secondly, based on the models that came from how drugs are approved by the FDA, a
standard medication trial would last Sx weeks, eight weeks, and sometimes an enormoudy generous
twelve weeks. Well, depression, you know, is a recurrent or sometimes chronic disorder. ADHD, you
know, might be noticed at age 6 or younger and treatment often continues into adolescence and
beyond. Clearly, Sx or eight weeksredly isnot ameaningful length of time for astudy of
antidepressants, mood stabilizers, or antipsychotic drugs. Many side effects are not foreseen or
expected within such ashort time frame; thisis certainly the case for some of the side effects of lithium,
used in tregting bipolar disorder. Still, these very pristine, short term studies --the jargon term that you
will be hearing more about is randomized, controlled efficacy trids — are criticd and necessary. We
need to do them to ascertain whether anew or refined trestment has any intringc efficacy or utility.

Although efficacy tridsredly are necessary, they are not sufficient. We need to do much more
to improve the qudity of treatment services available, potentialy, to every or any person in the country.
We need to sudy more representative populations, not just scholars of the DSM. We need to carefully
monitor people on medications for longer periods of time. We need to know that treatments can be
adminigtered not only in academic centers, but dso in red world settings, community clinics, and
primary care settings. Without answers drawn from research, we can be we can be pretty certain that
many people are never going to have the right trestment.

Then there is the question of the generdizability of trestments to children. It is obvious that
psychothergpies — and particularly those used with children — need to be generdizable. Therejust are
not enough child psychiatrists to ded with every community, and we need to know that even brief forms
of tak or behaviora therapies can be administered with fiddity by primary hedth care providers. And,
of course, thisistrue of medications. Y ou may recdl that prior to the SSRIs—that is, sdective
serotonin reuptake inhibitors, of which fluoxetine, or Prozac, was the prototype — the mgjor
antidepressant medication class that we had available, the tricydlics, often had very difficult-to-manage
gde effects. Often, when one would ask a person with depression to recall aprior episode of
depression, they would immediately launch into arecita of the Sde effects of the medication they were
on, not the symptoms or experience of illness. In fact, it often was so difficult to get people onto
effective therapeutic doses of these drugs that many people remained in “treatment” for years on



subtherapeutic doses. They would be subject to adverse or troubling side effects, but would not
experience the benefits of the medication.

Findly, we urgently need to be sure we are driving for and redlizing outcomes thet are defined in
ways that are important to consumers and their families and employers, who very often are paying the
insurance. Traditiondly, we looked only a symptom reduction, but we need aso to look at functiona
outcomes. Was a person with a serious depression able to return to work? Did they return to the same
joband dowell at it? Whet isther qudity of life?

Unfortunately, these very sensble modifications of the standard efficacy trid -- that is, having a
study population that more closely mirrors the diverse patients who will be prescribed various
treatments; conducting astudy in real world settings, and having additiona outcome measures—dll
decrease the Satistical power of agiven study. It is understandable that many of our traditiond research
colleagues, investigators who indisputably have great expertise in conducting rigorous efficacy trids,
were quite skeptica about would be learned were we to take dlinical triads to the next leve, to the next
stage.

Given that reluctance, advocacy groups were critical in helping pave the way for NIMH to
invest what is redly an enormous amount of money — more than a hundred million dollars over the next
five years—into wha we are cdling dinica effectivenesstrids. This new generaion of studies hopefully
will provide criticd datato families, to practitioners, and, above dl, to insurers and employers and
policy makers. Through the experiences of their memberships, many research advocacy groups redly
were among the first to see the importance and vaue of these studies. They knew that they were not
getting trestment that worked in the same way as advertised, when the ads were based pretty much
exclusively on narrow efficacy trids conducted at academic hedth centers. In order to help move our
research field, we had to conduct research that is directly relevant to the consumers and purchasers of
mental hedlth services,

Another need that we understood to be criticd if we were to maintain the momentum needed to
broaden the scope of our research was to get people with direct experience of mentd illness--whether

as a consumer, afamily member, or afront line practitioner —to help us review grant applications.
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Again, as was the case with our interest in effectiveness as well as efficacy trids, this notion of

broadening the composition of research review groups was quite controversid, at least with some of our
traditional researchers. One professond association said in effect, “Wadll, it isno longer peer review if
you have public members.” It was clear to me that they redlly misunderstood our god. We don't
intend to invite Someone from outside the scientific or clinica research community, who likdly isina
completely different walk of life, and ask them to check the atistical models or power calculation that
an investigator proposesto use. Rather, our first and foremost objective was to have people at the
initid review table who will ask the “so what” questions. Often, allittle distance can be a hedthy and
productive feature of aresearch proposa critique. We need to hear from people who can step back
and ask straightforward questions, such as:

If this prigtine and highly rigorous study gets funded, will it make a noticegble difference in the

quality of trestment?

Is the study design appropriate in the sense of being participant friendly? Isthe study onethat |

or afamily member or afriend would actualy enter and stay in?

Does the informed consent document that the investigator wants to use provide me with a clear

understanding of the gods and methods of the study or isit alegdistic kind of document, where

| would fed that | am sgning awvay my rights?

We have had this system of public membersin place on severd study sections for severd
review cyclesnow, and | can assure you it is not tokenism. At present, | would estimate that of a 20-
member study section in the clinica or services arena, perhaps three are public members.

Although we are il in an era of mutua education between active researchers and public
members, with everyone feding their way asto whet their roleisin the judging of grant gpplications, |
have observed the public members earning enormous respect. | see this as a great example of
interaction among our many congtituencies. | dso am very pleased to have an increasingly broad cross
section of our society involved in this most fundamenta aspect of scientific priority setting; thet is,
selecting those grants that the NIMH should consider for funding.
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Another topic that redlly demands didogue with members of the public isthat of sharing

information. When we think about research dissemination, | know one thing that doesn't work is for
NIMH to hand down information is what might be perceived as an arrogant fashion and sort of cram
peopl€e's heads full of what we think isimportant. People such as yoursaves -- consumers and families
and practitioners and policy makers -- who live and work in the settings that we all are concerned with
can contribute much to our thinking and planning. Even if we are not dways going to agree on
everything, at least we will be on the same page, we will be agreeing on the terms of the discussion, and,
with someleve of collegidity, we will be able to talk to the media, or talk to local policy makers.

S0, you should not only be the recipients of what we produce but you need to redly help usin
many ways to develop our research portfolios and the information that flows from them so that together
we can build aworld in which people with menta illness, whether they are children or adults, are going
to get the right interventions and the right trestment. Together, we can make sure that rash and
ingppropriate decisons or decisons based on old-fashioned and moralizing models of mentd illness
don't end up being the ground work for decisions that are going to affect al of us.

Now, before we open this up for discussion, | want to mention a completely separate topic, but
one that is profoundly important to dl of our efforts and that, of course, isthe federa investment in
research.

Many of you are probably aware that over the last three years, the Congress has been
incredibly generous or, if you will, farsghted with regard to biomedica and behaviord research in the
United States. During a period of budget balancing in which many federd programs took serious
budget hits, the NIH, including NIMH, has received substantid increases.

The Congress has asked, and | think that al of you, as taxpayers aso should ask, whether the
NIH appropriation has been used wisdly. | have taked abit about how we are trying to identify and
support high impact research, in part by diaogues with congtituency groups. But | want to give you
another perspective on how well we are investing NIMH dollars, and to do so requires alittle bit of

higtory.
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As some of you recdl, NIMH, dong with the Nationd Ingtitute on Drug Abuse and the Alcohol

Indtitute, used to be part of a separate agency caled ADAMHA, the Alcohol, Drug and Mental Health
Adminidration.

In 1992, alaw was passed that reunited NIMH with the rest of NIH; it mainstreamed NIMH
with the Ingtitutes focused on cancer, heart disease, arthritis, and so forth. Clearly, in the interest of
equity, parity, maingreaming, lack of discrimination, and other issuesimportant to dl of us, the merger
with NIH was symbolicaly important. But many of the scientists that we support were very concerned
about being part of the larger NIH pool, because the stigma that accrues to the diseases aso accrued in
some way's to the scientists who study these diseases. There was a sense that cancer biology is more
mature, and there was a reasonable concern about competing with investigators who are essentialy
working with single cells; that is, sngle cell types that comprise agiven organ. NIMH scientists ded
with the brain, the most complex organ in the known universe and its interaction with our mentd life, our
behavior, our context, our environment, our development. Was our science mature enough to
compete? For thefirst severd years after the merger of the former ADAMHA Ingtitutes with NIH, the
legidation alowed our Inditutes to maintain separate peer review sysems. Well, one of the thingsthet |
felt strongly about was that we owe you and al of Americathe very best research and | was confident
that the best research would arise in an open competition.

So, | worked with my colleagues in the established NIH research indtitutes, including the
Neurology Indtitute, Child Hedth and Human Development, Aging, Heart, and others, in starting with a
blank sheet of paper to determine how to update, redesign, and improve neuroscience review across al
of NIH — and then have dl neuroscience applications compete together; with no more “ separate but
equa” treatment for research targeted to the understanding and treatment of mental disorders. We
completed the reworking of neuroscience review processes and then did the same with behaviora
science review. Let me clarify that these areas — neuroscience and behavior — are handled differently
than our clinica and mental hedth services review groups. NIMH has retained the latter, and it ison
these that we have public members participating. But the new consolidated review groupsin
neuroscience and behaviord science mix applications for funding from dl the various Inditutes that
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support research in these areas, so al scientists in these disciplines are competing with one another,

regardless of to which illness or problem their Sudies may have ultimate rlevance.

We now have under our belts about two years experience with this new shared review in
neuroscience, and | am delighted to report that NIMH-funded investigators are doing extraordinarily
well — much better, in fact, than we should be doing if one anticipated an even spread of grants across
Indtitutes. At NIH, grant gpplications are percentiled by quality. In the past severd consolidated
review cycles that we have analyzed, we see that in the top tenth percentile NIH wide, NIMH has
accounted for 12 percent and, in some instances, as high as 15 percent of the successful applications;
that is, haf again as many as we might be expected to have.  This has been true in both neuroscience
and in behaviora science.

It gppears our investigators' initid concern was unfounded.  In head-to-head competition with
other areas of science, we are actudly doing better than we ought to if everything came out equdly for
every inditute. It makes me very proud. Our performance in these areas ultimately benefits dl of our
congtituencies and it should make al of us proud because it reflects remarkable progress in overcoming
the stigma that once accrued to every corner of our endeavor.

It also means that as advocates for research on mental disorders and mental hedlth, you can be
reassured that if you were to be full throttle in favor of gppropriate funding for our fied, you can hold
that position in good conscience because the qudity of the research that NIMH is funding is something
that we can dl be very proud of.

Thisyear, of course, we are looking ahead to a change in Administrations, and even before the
elections, we can we anticipate changes semming from the announced retirements of some of the key
people we work with in Congress. | know that we will retain trusted champions for menta hedlth
research aswdl asfind new supporters and | know our success in thiswill begin, as dways, with the
quality of the research, the quality of the data that we can bring to the table. And let me note that while
competition is hedlthy for the quality of dl research, we need to acknowledge that, ultimatdly, research
pays off for everyone. As| mentioned earlier, in our advocacy, | never want us to pit disease against
discase. Every cdl for medica research isworthy and every family, actualy, has more than one
dfliction.
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Let me stop talking and let's take the next 20 minutes or so to have a back and forth.

Obvioudy, you can comment on or ask about anything, not just the topicsthat | highlighted, which |
intended to use as examplesin making larger points.

Discussion
AUDIENCE: [Thank you for] being aleader in advancing research in children. My question is one --
this afternoon, | think, Peter Jensen is going to report on some research that redly shows that parents al
aong, parents of children with needs and parents with children that aren't exhibiting symptoms seem to
know what the incidence is, seem to know that mentd illnesses are real, seem to know that mental
illnesses are treatable. Then going back a couple of months ago, at the National Advisory Council, you
had areport on this massive ADHD research that seemed to say that medication works alittle bit better
if it is enhanced with psychotherapy and, again, ADHD isred. But my question is about compliance,
When the parents were given the information in the three different -- | think there were three contrals, to
me the important question iswhat did they do asaresult? Did the ones that were getting the booster
continue? Did the ones that were on medication see the value of it and continue -- because it seems that
compliance fades and that people are people and they do through different phases and that isthe issue.
It is the connect between what works and then actualy implementing it.

DR. HYMAN: | think you have asked a very important question and you phrase it in terms of
kids, but it isagenerd, it isacritica question. It bresksinto two parts. Thefirst iswe recognize there
is agap between what we know and what we do. So, we might have dl this data, but often, kids or
adults don't end up on the right treatments to begin with. We redly have to understand that our illnesses
are not like agtrep throat. 'Y ou don't take seven days of penicillin and wak away. These are chronic
or recurrent illnesses, many of them with roots early in life and lagting throughout life. Sticking with
trestment, and changing treatment as you go through different developmenta stages of your lifeis
exhaugting and, again, not unique to us.

Y ou know, when kids with juvenile diabetes, that is, Type 1 diabetes, reach adolescence, alot
of them don't want to be sick kids. They don't want to take their insulin and they get into an enormous

amount of trouble as they are negotiating those issues.
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Research on adherence has been amgor god of minefor NIMH. Thetroubleisit isredly

hard to do. Y ou know, the usua way that physicians gpproach adherenceisto say “ Take your
medicine or something bad is going to happen,” and thisis not very effective, and clearly not a
partnership. But getting redlly good idess, the right ideas about how we are going to engage not just a
kid or an adult with mentd illness, but afamily, apeer group, a society, to hep with adhering to
trestments that may be necessary through alifetime is extremdy difficult. We are deding with situations
where an individua doesn’'t even want to think about trestment, or isjust exhausted by every aspect of
an illness, stuations in which medication has side effects, or when the psychotherapy is confrontational
asit might be, for example, in panic disorder. These are dl difficult, even terrifying issues that a person
understandably might prefer not to face.

One of our godsisto seduce into this and other menta health areas the very best behaviora
scientists in the United States, who are mosily hidden away in departments of arts and sciences,
working in areas that have nothing to do with the public heath. We need to get these people to help us
think about influencing human behavior over time. But there is something else thet is very important that
| think the families of kids with ADHD face maybe more than anybody esein thelast year, given dl of
the headlines, and that is the information thet is out there.

Are parents being supported to do things or are parents being made to fed guilty? Are parents
ashamed to admit that they have a kid with depression and having to listen to others’ critica or snide
comments about the child' s being in psychotherapy and/or getting medication? Or, are we supporting
parentsin their efforts to recognize that giving their child a hedthy foundation will dlow themto learnin
school. Thisis something we need to do as partners. We need to make sure that the right information
isout there.

AUDIENCE: -- ...We came here enormoudy desirous and needful of your information. We
areyour bridge. We do work with those parents. We work with the policy makers. We work with
the providers. And one of our problemsis access to your materials. There was a suggestion that we
should get afew materids and then reproduce them. That isimpossible for most of us with our budgets.
We amply can't doit. We need your information. We need it in volume and we need it for free. And
itisjust enormoudy important to dl of us.



15
DR. HYMAN: We understand this. Y ou know, we have gone around the country listening to

people and one of the things we have heard again and again isthat you need the information. Also,
people who are not here need it. The information needs to be in pediatricians offices and family
doctors offices. The problem, and here, again, thisis something that you can help me with, isthat the
Congress has been enormoudly generous with money for research studies, but they see al other aspects
of our functioning often as, quote, “big government.”

Our communications officers are lumped in, as| am, as part of alarger bureaucracy. And the
Government Printing Officeis seen as part of this. | think it isrealy important, at least as one step,
when you tak to other policy makers, to stress the importance of our role in communicating information
generated through research. Infact, it isarole that was mandated in the origina authorizing legidation
for NIMH, but if regulations restrict our ability to provide you with the information in forms that you
need, we must adhere to those.

We have agreat NIMH Web site (www.nimh.nih.gov) but we know that most of the people

with whom you are dedling with are not out there visiting the NIMH Web ste. Indeed, we need you
even more because there is our web Site and then there are an equa or greater number of web stes with
bad information out there. So, we will try to be as credtive as we can within our legd and
appropriations congraints, but the public will benefit if you help your legidative contacts understand how
your groups will benefit if we have the capacity and authority to communicate better.

AUDIENCE: Good morning. My nameis Tom Richardson. | am from Washington State, the
home of Microsoft. It strikes me that, in responding to this previous question, that we redlly ought to be
thinking maybe four or five years down the road in terms of how to communicate. | am aso something
of an environmentaist. | hate seeing us kill any more trees than is necessary, but | think very quickly
those people who do need this information, whether it is physicians offices or waiting roomswill have
access to the Web, that all of usthat used to just have a telephone and now have all these other
gadgets, that will become commonplace, including for families of children with mentd illness. | think we
ought to be thinking of how to gppropriate funding and design a system that works in the digital age, as
opposed to having pamphlets produced, that we ought to be focusing in that direction.
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DR. HYMAN: | agreewith you but | think it is not an ether/or because there is fill this

trangtiond period. It isvery important that you work with us on this, but | dso think one of the things |
would ask you to think about is something | mentioned in response to the last very good question, which
isthe fact that while the wonderful thing about the web isthe diversity of facts and perspectivesiit
conveys, thereis aso alot of incorrect information out there. We don't want to dl leave here sort of
goose gepping in asinglefile, but | worry about thisand | don't have agood solution. We are not going
to agree on every last detall, but | think we can agree on what good information is.

| am not expecting an answer right now but we dl need to think about ways of helping
consumers as wdll as policy makers gain good information? Again, thereis avery poignant set of
examples out there. Oneisthe information now bombarding parents of kids getting psychotropic drugs;
many of the headlines have been making familiesfed awful. Another isthe controversa view we see
being reported in the pressthat HIV does not cause AIDS. We recently have seen this view endorsed
by the Prime Minigter in South Africa, and, as aresult, despite the fact that 10 percent of South Africans
are infected, last year that country’s public hedth system decided not to give AZT to mothers about to
give birth, even though we know that AZT in low dose regimens can block transmission.

So, thisissue in this information age, how we get above the clutter and get good informeation thet
we can agree on out there—it is a very important problem to me.

AUDIENCE: -- having the data, but people don't dways apply it or useit well. You have
talked alittle about being hamstrung in terms of some of your communications opportunities and maybe
not having the budget. My question redlly is one about training and the need, whether it is physicians,
socid workers, psychiatrigts, psychologists, others, to redly have the information in terms of what kinds
of srategiesis NIMH thinking about in terms of doing more o that the data is out there to the
providers.

One other question, which redlly has to do with research strategies. Y ou talked about wanting
to move away from the research one, kind of academic hedlth center ingtitutions and thinking about what
ways some of the people here around the table can redlly work with NIMH to get people who do not
necessarily think of themselves as researchers, but have accessto that greater diversity of patientsto be

ableto actually do that kind of research.
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DR. HYMAN: Okay. Let mejust partidly answer the first question, which is about education.

| think one of the things that we have learned, perhaps not surprisingly, but disgppointingly over
the lagt five or Six years, was that guideines and continuing medica education or continuing nursing
education or whatever in service, reglly has much less of an impact on provider behavior across
disciplines than one would wart.

The one benefit that everyone agreed managed care could have wasiits potentid to encourage
shared high standards for practice, so-caled evidence-based practice. | will not comment on the
downsde, which involves afocus on managed cost rather than managed care.

But what we found is that with al of the tools a the disposal of managed care, HMOs and s0
forth, evidence-based practice hasn't happened. Of course, we are going to continue to provide
information that professona societies can use to make guidelines and curricula. But, again, you know, |
think thisisaresearch issue. Understanding how we change provider behavior is an issue for behaviora
science and if we don't face up to it, we are going to fail in dl of medicine. The example about tregting
peptic ulcersisone | love becauseit is clear -- if you treat an ulcer with triple antibiotics, it doesn't come
back. If you treet it with Tagamet aone, you fed better for afew weeks and then it comes back. Y,
you know, it has taken a decade to get most providers to change their behavior and some till have not.

People often say physicians are conservative. But people are very busy and we need to understand
how to get them to stop and learn.

Now, asecond partid answer to this very thoughtful comment is that the informed consumer
helps peopleto learn. A lot of docs are very uncomfortable when somebody shows up in the office and
they have read off the Web or the Tuesday Science Times about a new treatment or about a new study
comparing treatments and they haven't read it. This gets back to your issue about information. We
need well-informed consumers because that creates a pressure. In terms of getting Stesinvolved in
research, thisisadifficult problem because we clearly need to do research in Sites outside of academic
hedlth centers because that is where most people get their care, but alot of people are not research

trained, research savvy, and you don't want to do research that doesn't give you good answers.



18
It isgoing to be along processthat | think is going to require partnerships between our usud

research congtituencies and people in other settings. We have begun to set some of those up. | think
our new clinica trids program is agood stalking horse for some of these issues.

AUDIENCE: Good morning. Greetings from Arizona, Dr. Hyman. Cheryl Becker from the
Menta Hedlth Association of Arizona. For 20 years we have been cautioned, | think, cautioned not to
say that mentd illness is curable but today with al the wonderful advances that have been made, | am
wondering what your recommendations are in terms of [talking about] cure?

DR. HYMAN: Okay. Wéll, we are not yet in a position to cure mental illnesses. Our
trestments are good but we are not in aposition to cure. Indeed, if anything in our current clinical
research pipeline worked out beyond our wildest dreams, we still wouldn't be curing people. That is
why we do have a portfolio, some short term investments and some long term investments. That iswhy
we are S0 invested in genetics, in basic neuroscience, and basic behaviora science.

My feding isthat —and | don't want to over-promise — but that over the next decade, we will
begin to see our way toward cures and we can have no other goa but cures and prevention. Now, lest
this be empty rhetoric, | am going to tell you something.

Alzheimer's disease, which 10 years ago was considered absolutely a hopeless result of aging,
today, as aresult of wonderful findings through genetics and molecular neurcbiology, has a pathogenesis
which is being uncovered, and we now bdlieve we a least understand the culprit in killing nerve cdlsin
the brain, something caled the A-beta peptide of betaamyloid. We know that because by working
with familieswho had early onset genetic Alzheimer's disease, investigators found thet defectsin the
processing of thislittle protein fragment can cause Alzhemer's disease. Asaresult, every substantiad
drug company in the United Statesis now working on inhibitors of these processing enzymes, the so-
cdled beta and gamma secretases.

It is possible, dthough not certain, thet five years from now we will havein dinicd trids, drugs
that can stop in its tracks the progression of Alzheimer's disease. We should have no less a set of gods
for schizophrenia, manic depressive illness, autism, depression and the anxiety disorders. We dont
know where it is going to come from, but we cannot rest until we have exhausted every possibility

looking for acure.
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In essence, you know, | have had this well-publicized disagreement with one notable research

advocate, who doesn't think we should be doing basic research or basic neuroscience. | think that
would be sdling everyone short. While we continue to do our current clinica research in away that is
responsive and appropriate, we aso need to be making these longer term investments,

AUDIENCE: Dr. Hyman, Mary Rappaport from NAMI. Going back to the issue of kids and
al the sensationdism that has occurred, especiadly over the last year, and your comment about shifting
the nexus to where the real issueisin terms of who is treating them and how are they tregting and are
they trained, which | agree with, however, there is a divide between those two things. And those have
to do with the questions that come up in terms of safety, long term -- the implications of long term use,
the side effects, the vehement opponents toward medicating kids, who claim, you know, it resultsin
violence and suicide. What we need as an organization, and | would guess most of us around here do,
are science-based messagesto at least respond, if not refute some of this.

DR. HYMAN: | agree and in many casesthe dataisin. Inthe case of very long term studies,
of course, we redly want to know what the impact of an SSRI or of Ritain is over ten years. Of
course, in pursuing those answers, we also meet ethical problems, right? How do you have akid in an
experiment, as opposed to just a naturalistic follow-up for so long? Y ou know, inevitably you have to
weigh the rights and the needs of an individud child versus the public hedth issues coming from
experiments. So, the fact iswe don't have thisvery, very long term data

| think framing messagesis dso very important. Despite the shorter term, you know, 14 month
data, showing incredible safety and efficacy for Ritain in the trestment of ADHD, for example, people
will argue that there are unknown dangers of long term use. We have to remind them of the very known
dangers of having an untreated mentd disorder. If we are worried, as we should be -- you know, |
don't want to make light of it, about the impact of medications on brain development -- we should be
equaly worried about the impact on brain development of having depression and not being ableto learn
in school.

Even though there is atheoretica possibility that a psychotropic drug might lead to suicide,
dthough there isno data at al for that, we should look at the fact that suicide today caused by
depression and other conditions today is the second or third leading cause of degth of children. So, we
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need to frame messages that exploit the data that we do have, that | think would be very, very powerful.

| think that is one of the very reasons why we are dl here together.
Thank you.

END.



